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TO: RlCh ard l;‘[oun tfo I‘t, Pbi# 2 3 PESTICIDES A%FDFEI'COE){?(';SUBSTANCES
Registration Division (TS-767)

THRU: David Ritter, Acting Section Head /9441 -
Review Section #1 ]“/~?n
Toxicology Branch/HED (TS-769) aJ

SUBJECT: Thidiazuron (DRO2P) 2139-122: Review and Evaluation of
the revised Protocol for the Chromosome Aberrations in
Human Lymphocytes w1th and without in-vitro Metabolic
Activation (Litt: Protocol No. 449.1 - :

Edition 6). C

JELL#659A

Comments on Litton Bionetics responses to the deficiencies
noted in the previous TB review of 4/21/83 for the protocol of
human lymphocytes cytogenetics:

1. The preliminary test procedure for mitotic suppression
and cell cycle delay submitted for the dose determination in .this
test system is acceptable. The include details with respect to
the maximum dose determination are reasonable. Registrant has
provided the information asked for.

2. Registrant's statement for the selection of one-hour
exposure time -under the in-vitro metabolic activation (S9 mix) is
justified and acceptable.

3. The modification of procedures with respect to the
hypotonlc treatment, cell fixation, and chromosome slide preparation
is adequate. Registrant's response relives the deficiencies with
respect to the lymphocyte fixation.

Recommendation:

Toxicology Branch considers the revised protocol for the in-
vitro human lymphocytes cytogenetics is acceptable.
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Review Section #1
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